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— The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

" II ^ Per '° d f ° r reP ' y specified above is ,ess tnan 1nirt y C 3 °) davs ' a re P'y with in the statutory minimum of thirty (30) days will be considered timely 

- \fNO period for reply ts specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED {35 U S C § 1 33) 

- Any repJy received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 11 September 2003 . 
2a)D This action is FINAL. 2b)£Ei This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

dosed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) fJ3 Claim(s) 1-3 and 5-19 is/are pending in the application. 

4a) Of the above claim (s) is/are withdrawn from consideration. 

§)□ Claim(s) is/are allowed. 

6) [SI Claim(s) 1-3, 5-10. 12-19 is/are rejected. 

7) D Claim (s) is/are objected to. 

8) D Claim (s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
Priority under 35 U.S.C. §§ 119 and 120 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f) 
a)DAH b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attachments) 

1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 



4) L~H interview Summary (PTO-413) Paper No(s). 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: 
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DETAILED ACTION 
Claim Rejections - 35 (JSC §112 

The following is a quotation of the first paragraph of35U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-3, 5-19 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. No basis is seen in the specification for the 
phrase "spherical device". There is basis for "spherical", but no basis is seen that the 
material claimed is a "device". 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 11 is rejected under 35 U.S.C. 112, second paragraph, as being 

incomplete for omitting essential elements, such omission amounting to a gap between 

the elements. See MPEP § 2172.01. The omitted elements are: the process is to 

producing a 'spherical device", but no method is seen to make the device spherical. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 5-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Ueda et aL 

The claims are rejected for the reasons of record cited in the last office action 
and for these further reasons. The claims have been amended to require that the 
encapsulated material is a spherical device. However, Ueda et al. disclose a sphere, 
see drawing 1 . Therefore, it would have been obvious to make a composition in a 
spherical shape. 

Claims 1, 2, 6, 8-10, 12-19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable overGhani (6,120,811) in view of Ueda. 

The claims are rejected for the reasons of record cited in the last office action 
and for these further reasons. The claims have been amended to require that they are 
spherical. Ueda as above discloses such a shape. The further limitations of claims 12- 
1 9 are considered to be obvious variations of the original claims, which have been 
discussed previously. Therefore, it would have been obvious to make a composition as 
claimed in a spherical shape. 

Allowable Subject Matter 

Claim 1 1 would be allowable if rewritten to overcome the rejection(s) under 35 
U.S.C. 112, second paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 
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ARGUMENTS 



Applicant's arguments filed 1 1-1 1-03 have been fully considered but they are not 
persuasive. Applicants argue as to the completeness of the coating in the composition 
claims. However, no limitations are seen as to having a complete coating in these 
claims except that the composition is encapsulated. The word "encapsulated" does not 
convey any degree of completeness of the coating because the method of 
encapsulating cannot be read into the claims. Also, the term requiring "encapsulation" 
is a method limitation in a composition claim. 

Applicants argue as to the Declaration of Kunz in para. 12. However, as above 
in a composition claim, the method of making the product is not given weight. 

Applicants argue as to Ueda et al. that fatty acids or fats are required in the 
coating of Ueda et al. However, it is not seen that applicants claim 1 excludes the use 
of fats. Applicants uses such terms as "biologically active substance", and emulsifiers 
and prebiotic substances. Certainly, fats can be any of these substances. 

Applicants request clarification as to the rejection of Claims 11-19 over Ghani in 
view of Ardaillon et al. and Hessel et ai. The references should have been Ghani and 
further in view of Hessel and Behr et al. However, this rejection has been dropped. 

Any inquiry concerning this communication should be directed to Helen F. Pratt 
at telephone number 703-308-1978. 
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HELEN PHATT 
FRtMAHV EXAMINER 



